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Receipt is acknowledged of the information disclosure 
statements filed October 2, 2003 and January 26, 2004, which 
have been entered in the file. 

Applicant's election with traverse of Group I, claims 1 to 
12 in the reply filed on September 12, 2005 is acknowledged. 

Claims 1 to 10 are directed to an allowable product. 
Pursuant to the procedures set forth in the Official Gazette 
notice dated March 26, 1996 (1184 O.G. 86), claim 13 and 14, 
directed to the process of making or using the patentable 
product are now subject to being rejoined. Claims 13 and 14 are 
hereby rejoined and fully examined for patentability under 37 
CFR 1.104. 

Since claims 13 and 14 have been rejoined, the restriction 
requirement made in the Office action mailed on August 11, 2005 
is hereby withdrawn. 

The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 11 to 14 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. 
The claim (s) contains subject matter which was not described in 
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the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly- 
connected, to make and/or use the invention. 

The factors to be considered in determining whether a 
disclosure meets the enablement requirement of 35 U.S.C. 112, 
first paragraph are as follows: 



1. 


the 


nature of the invention, 


2. 


the 


state of the prior art, 


3 . 


the predictability or lack thereof in the art, 


4. 


the 


amount of direction or guidance present, 


5. 


the 


presence or absence of working examples, 


6. 


the 


breadth of the claims, 


7. 


the 


quantity of experimentation needed, and 


8 . 


the 


level of skill in the art. 



See In re Wands, 8 USPQ2d 1400. 

The nature of the invention is a method for the treatment 
and prevention of numerous disorders or conditions such as 
cancer metastasis, including breast cancer, type I diabetes and 
type II diabetes etc. and pharmaceutical composition for the 
treatment and prevention of numerous disorders or conditions. 

The state of the prior art is that the pharmacological art 
involves screening in vitro and in vivo to determine which 
compounds exhibit the desired pharmacological activities (i.e. 
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what compounds can treat which specific diseases and by what 
mechanism) . There is no absolute predictability even in view of 
the seemingly high level of skill in the art. The existence of 
these obstacles establishes that the contemporary knowledge in 
the art would prevent one of ordinary skill in the art from 
accepting any therapeutic regimen on its face. 

It is noted that the pharmaceutical art is unpredictable, 
requiring each embodiment to be individually assessed for 
physiological activity. In re Fisher, 166 USPQ 18 indicates 
that the more unpredictable an area is, the more specific 
enablement is necessary in order to satisfy the statute. 

Applicants are claiming a method for the treatment and 
prevention of numerous disorders or conditions and 
pharmaceutical composition for the treatment and prevention of 
numerous disorders or conditions. The state of the prior art is 
that cancer therapy remains highly unpredictable. The various 
types of cancers have different causative agents, involve 
different cellular mechanisms, and consequently, differ in 
treatment protocol. It is known that the challenge of cancer 
treatment has been to target specific therapies to 
pathogenetically distinct tumor types, that cancer 
classification has been based on primarily on morphological 
appearance of the tumor and that tumors with similar 
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histopathological appearance can follow significantly different 
clinical courses and show different responses to therapy (Golub 
et al. page 531). Furthermore, it is known that chemotherapy is 
most effective against tumors with rapidly dividing cells and 
that cells of solid tumors divide relatively slowly and 
chemotherapy is often less effective against them. 

In addition, the state of the prior art is that there is no 
support for the prevention of the listed diseases such as 
diabetes. Flanders et al . (Autoimmunity, 29(3), 235-246, 1999) 
teaches that "despite recent progress in immunology and 
genetics, the causes of type 1 diabetes remain unknown. 
Prevention of autoimmune diseases through immunomodulation or 
gene therapy has not yet been successful in humans." (abstract) 
"The public health answer to the prevention of IDDM is to 
continue to research and wait for more information." (page 243) 
In further support that there is no current prevention for 
diabetes, Rosenbloom et al . (Clinical Pediatrics, Feb 1988, 37, 
2, 143-152) teach that "Secondary prevention emphasizes the 
reversibility of many of the metabolic changes that characterize 
NIDDM, particularly with weight control and increased physical 
activity, but the clinical evidence that this is achievable for 
extended periods of time in any population is not available." 
(page 151) 
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The only direction or guidance present in the instant 
specification is a chemotaxis assay. There are no working 
examples present for the treatment or prevention of the 
disorders or conditions. 

The breadth of the claims is a method for the treatment and 
prevention of numerous disorders or conditions and 
pharmaceutical composition for the treatment and prevention of 
numerous disorders or conditions. 

The quantity of experimentation needed is undue 
experimentation. One of skill in the art would need to 
determine what diseases would be benefited (treated) by and 
would then have to determine which of the claimed compounds 
would provide treatment of which disease, if any. 

The level of skill in the art is high. However, due to the 
unpredictability in the pharmaceutical art, it is noted that 
each embodiment of the invention is required to be individually 
assessed for physiological activity by in vitro and in vivo 
screening to determine which compounds exhibit the desired 
pharmacological activity and which diseases would benefit from 
this activity. 

Thus, the specification fails to provide sufficient support 
of the broad use of the compound of the instant claims for the 
treatment and prevention of numerous disorders or conditions and 
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pharmaceutical composition for the treatment and prevention of 
numerous disorders or conditions. As a result necessitating one 
of skill to perform an exhaustive search for which diseases can 
be treated by what compounds of the instant claims in order to 
practice the claimed invention. 

Genetech Inc. v. Novo Nordisk A/S 42 USPQ2d 1001 states 
that w a patent is not a hunting license. It is not a reward for 
search, but compensation for its successful conclusion" and 
"patent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimations of general 
ideas that may or may not be workable" . 

Therefore, in view of the Wands factors and In re Fisher 
discussed above, to practice the claimed invention herein, one 
of skill in the art would have to engage in undue 
experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of 
success . 

This rejection can be overcome be canceling claims 12 to 14 
and rewriting claim 11 as follows: A pharmaceutical composition 
comprising a compound of claim 1 and a pharmaceutical^ 
acceptable carrier. 

Claims 1 to 10 are allowed. 



Application/Control Number: 10/616,843 Page 8 

Art Unit: 162 6 

The references made of record and not relied upon show the 
state of the art . 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Fiona T. 
Powers whose telephone number is 571-272-0702. The examiner can 
normally be reached on Monday - Friday 8:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Joseph K. McKane can be 
reached on 571-272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300 . 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 
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